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SPECIALTY GUIDELINE MANAGEMENT 

 
MYALEPT (metreleptin) 

 
 
POLICY 
 

I. INDICATIONS 
 

The indications below including FDA-approved indications and compendial uses are considered a 
covered benefit provided that all the approval criteria are met and the member has no exclusions to the 
prescribed therapy. 
 
A. FDA-Approved Indication 

Myalept is indicated as an adjunct to diet as replacement therapy to treat the complications of leptin 
deficiency in patients with congenital or acquired generalized lipodystrophy. 
 
Limitations of Use: 
1. The safety and effectiveness of Myalept for the treatment of complications of partial 

lipodystrophy have not been established. 
2. The safety and effectiveness of Myalept for the treatment of liver disease, including nonalcoholic 

steatohepatitis (NASH), have not been established. 
3. Myalept is not indicated for use in patients with HIV-related lipodystrophy. 
4. Myalept is not indicated for use in patients with metabolic disease, including diabetes mellitus and 

hypertriglyceridemia, without concurrent evidence of congenital or acquired generalized 
lipodystrophy. 

 
B. Compendial Use 

Partial lipodystrophy in patients with confirmed leptin deficiency and metabolic abnormalities 
 

All other indications are considered experimental/investigational and not medically necessary. 
 
 

II. DOCUMENTATION 
 
Submission of the following information is necessary to initiate the prior authorization review:  

a. leptin level (for initial requests) 
b. Documentation of improvement from baseline in metabolic control (for continuation of therapy 

requests). 
 

 
III. EXCLUSIONS 

 
Coverage will not be provided for members with any of the following exclusions: 
A. HIV-related lipodystrophy 
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B. Generalized obesity not associated with generalized lipodystrophy 
 
 

IV. CRITERIA FOR INITIAL APPROVAL 
 

Lipodystrophy 
Authorization of 6 months may be granted for treatment of lipodystrophy when ALL of the following 
criteria are met: 
A. Member has a diagnosis of congenital generalized lipodystrophy (i.e., Berardinelli-Seip syndrome), 

acquired generalized lipodystrophy (i.e., Lawrence syndrome), or partial lipodystrophy 
B. Member has leptin deficiency confirmed by laboratory testing (i.e., less than 12ng/ml)7-9 
C. Member has at least one complication of lipodystrophy (e.g., diabetes mellitus, hypertriglyceridemia, 

increased fasting insulin level) 
 
 

V. CONTINUATION OF THERAPY  
   
Lipodystrophy 
Authorization of 6 months may be granted to members requesting continuation of treatment for 
lipodystrophy when the member has experienced an improvement from baseline in metabolic control 
(e.g., improved glycemic control, decrease in triglycerides, decrease in hepatic enzyme levels) 

 
 

VI. QUANTITY LIMIT 
a. Myalept 11.3mg: 1 vial per day  
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